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Ethical compliance within Parul University refers to the adherence to moral principles, values, and 

standards of conduct across all aspects of the university's operations, including academic, 

administrative, financial, and social activities. It involves ensuring that the university and its 

members act in an honest, transparent, and responsible manner, upholding the highest standards of 

integrity and ethical behavior. 

• Institutional Animal Ethics Committee plays a crucial role in ensuring that animals used in 

research and other activities are treated humanely and ethically. By reviewing protocols, 

monitoring animal care practices, and promoting education and training, the IAEC helps to 

minimize animal suffering, ensure compliance with legal and ethical standards, and uphold the 

institution's reputation for responsible and ethical conduct. 
 

• Research Advisory Committee is a group of experts or professionals convened to provide 

guidance, oversight, and advice on research activities within an institution or organization. The 

primary role of a Research Advisory Committee is to ensure the quality, integrity, and ethical 

conduct of research projects, programs, or initiatives. The committee may be internal or 

external to the organization and typically includes individuals with expertise in various 

disciplines relevant to the research being conducted. 
 

 
• Publication Monitoring Committee is a group established to oversee and monitor the 

publication activities within an institution, organization, or research group. The primary role 

of a Publication Monitoring Committee is to ensure the integrity, quality, and ethical standards 

of publications produced by researchers, scholars, or professionals affiliated with the 

institution. The committee helps to uphold the principles of responsible conduct of research 

and publication ethics, promoting transparency, accuracy, and fairness in the dissemination of 

research findings. 
 







Agenda of 32nd IAEC meeting 

Venue: Conference Room, Parul Institute of Pharmacy       
Date and Time: 30th September, 2022 at 11.00 am. 
 
Agenda is as follows: 
1)  Progress of protocols previously approved 
2)           Approval of new protocols 
3)           Annual inspection 
 

A. Review of protocols approved in 31st  IAEC meeting: 

Approved 

Protocol No 

Name of Investigator/co‐

investigator 

No.  of  Animals 

approved 

No of animals 

used 

Present status

of protocol 

PIPH 14/21  Mrs. Pankhita Rede  36 36 Completed

PIPH  15/21  Krishna Sompura  36 36 Completed

PIPH 16/21  Mrs. Kinjal Bera  78 52 Completed

PIPH 17/21  Dr. Madhavi patel  54 54 Completed

PIPH 18/21  Dr. Archana Navale  40 18 Completed

PIPH 19/21  Dr. Archana Navale  20 18 Completed

PIPH 20/21  Ms. Bhakti Davda  32 NA Abandoned and 

presented in current 

meeting with 

modifications 

PIPH 21/21  Dr. Komal Patel  54 54 Not yet started

PIPH 22/21  Namrata Parikh  120 120 Ongoing 

PIPH 23/21  Ms. Ruchita Lakhani  24 24 Completed

PIPH 24/21  Ms. Shraddha  Patel  120 76 Completed

PIPH 25/21  Dr. Archana Navale  36 NA Not yet started

PIPH 26/21  Ms. Divya Tandel  138 NA Not yet started

PIPH 27/21  Ms. Trishala Jignesh Bhatt 6 albino rabbits 02 Completed

PIPH 28/21  Mr. Aliakbar Limdiwala  06 albino rabbits 02 Completed

PIPH 29/21  Prashant Ram  18 09 Completed

PIPH 30/21  Patel Krishna  12 09 Completed

PIPH 31/21  Mr. Sarthik Dave  06 albino rabbits 02 Completed

PIPH 32/21  Ms. Akanksha Patel  20 09 Completed

PIPH 33/21  Dr. Komal Patel  94 94 Ongoing 



PIPH 34/21  Mrs. Avani Khristi  36 18 Completed

 

D. Protocols to be reviewed in 32nd IAEC meeting: 

 

Sr. No.  Name of PI  Title  animals 
requested 

PIPH 1/22  Dr. Archana 
Navale 

To evaluate the effect of Cissus repanda on experimentally  Induced 
rheumatoid arthritis in rats 

36 Wistar/SD rats 

PIPH 2/22  Dr. Archana 
Navale 

Evaluation of effect of Salvia hispanica l.seeds on experimentally 
induced oligospermia in male rats 

54 
Wistar/SD rats 

PIPH 3/22  Mrs. Kinjal 
Bera 

To evaluate the anti‐rheumatic potential of Pluchea wallichiana   45 
Wistar/SD rats 

PIPH 4/22  Dr. Archana 
Navale 

Evaluation of anti‐ fungal activity of Naringin and development of 
niosomal gel formulation 

25 
Wistar/SD rats 

PIPH 5/22  Dr. Jitendra 
Vaghasiya 

Effect of polyherbal formulation on experimentally induced 
hepatotoxicity in rats  

24 
Wistar/SD rats 

PIPH 6/22  Dr. Madhavi 
Patel 

Assessment of the anti ‐ulcer potential of Pluchea wallichiana  36 
Wistar/SD rats 

PIPH 7/22  Dr. Archana 
Navale 

Formulation and pharmacological evaluation of volatile oil loaded topical 
gel against T. Mentagrophytes 

25 
Wistar/SD rats 

PIPH 8/22  Dr. Jitendra 
Vaghasiya 

Effect of polyherbal formulation on ethylene‐glycol induced urolithiasis 
in rats 

29 
SD Wistar rats  

PIPH 9/22  Dr. Jitendra 
Vaghasiya 

Effect of Kombucha on  experimentally induced colorectal cancer in mice   30 Swiss albino 
Mice  

PIPH 10/22  Dr. 
Komal Patel 

Evaluate ameliorative effect of Cinnamon zeylanicum extract on 

oxidative stress on diabetic encephalopathy in streptozotocin induced 

experimental diabetes mellitus  

48 
Wistar/SD rats 

PIPH 11/22  Dr. Archana 
Navale 

Evaluation of anti‐arthritis activity of Cassia sophera roots extract  36 
Wistar/SD rats 

PIPH 12/22  Ajay B.Shelke  Pharmacological and phytochemical evalution of anti‐rheumatic activity 
of Urena lobata 

36 
Wistar/SD rats 

PIPH 13/22  Ms.  
Bhakti Davda 

Therapeutic applications of antibiotics and synbiotics for treatment of 
experimentally induced rheumatoid arthirtis  

Wistar/SD rats 

PIPH 14/22  Dr.  Archana 
Navale 

Skin irritation study of microemulsion and liposomes based gels for 
transdermal delivery of anti ‐fungal drug  

10 
Wistar/SD rats 

PIPH 15/22  Dr. 
Avani Khristi 

Analytical method development and validation for simultaneous 
estimation of Betulinic acid and Palmitic acid in novel herbal formulation 

24 
Wistar/SD rats 

PIPH 16/22  Ms. 
Akanksha 
Patel 

Surface coated lipidic nano particles for ophthalmic drug delivery   18  
albino rabbits 
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Agenda of 33rdIAEC meeting 

Venue: Seminar Hall, Parul Institute of Pharmacy       
Date and Time: 25thFebruary, 2023 at 10.00 am. 
 
Agenda is as follows: 
1)  Progress of protocols previously approved 
2)           Approval of new protocols 
 

A. Review of protocols approved in 31st and 32nd IAEC meeting: 

IAEC  

Meeting 

No 

Approved 

Protocol 

No 

Name of 

Investigator/co‐

investigator 

No.  of 

Animals 

approved 

No of 

animals used 

Present status 

of protocol 

31  PIPH 21/21  Dr. Komal Patel  54  54  Completed 

  PIPH 22/21 
Namrata Parikh 

120  120  Completed 

  PIPH 25/21 
Dr. ArchanaNavale 

36  36  Completed 

  PIPH 26/21 
Ms. DivyaTandel 

138  138  Completed 

  PIPH 33/21 
Dr. Komal Patel 

94  94  Completed 

32  PIPH 1/22  Dr. ArchanaNavale  30  30  Completed 

  PIPH 2/22  Dr. ArchanaNavale  54  30  Ongoing 

  PIPH 3/22  Mrs. KinjalBera  45  23  Completed 

  PIPH 4/22  Dr. ArchanaNavale  20  05  Ongoing 

  PIPH 5/22  Dr. JitendraVaghasiya  20  20  Completed 

  PIPH 6/22  Dr. Madhavipatel  48  18  Ongoing 

  PIPH 7/22  Dr. ArchanaNavale  15  09  Ongoing 

  PIPH 8/22  Dr. JitendraVaghasiya  25 Mice        
24Rats 

25 mice 
15 Rats 

Completed 

  PIPH 9/22  Dr. JitendraVaghasiya  30 Mice  30 Mice  Completed 

  PIPH 10/22  Dr. Komal Patel  48  19  Ongoing 

  PIPH 11/22  Dr. ArchanaNavale  20  15  Completed 

  PIPH 12/22   
 Mr. Ajay B. Shelke 

30  ‐  Not started yet 

  PIPH 13/22   
 Ms. Bhakti Davda 

84  ‐  Not started yet 

  PIPH 14/22  Dr. ArchanaNavale  10  10  Completed 

  PIPH 15/22   
 Dr. AvaniKhristi 

12  12  Not started yet 

  PIPH 16/22   
 Ms. Akanksha Patel 

12  02  Completed 



 

 

 

 

B.   Protocols to be reviewed in 33rd IAEC meeting: 

 

Sr. No. Name of PI Title animals 
requested 

PIPH 1/23 

Dr. Bijal 
Prajapati 

Formulation & Development of protein 
nanoparticles loaded in-situ gel for topical 
delivery in treatment of Diabetic Macular 
Edema 

06 Rabbits 

PIPH 2/23 Dr. Bijal 
Prajapati 

Development of Phytosomal Gel as 
Multipurpose Cosmeceuticals. 
 

20 
Wistar/SD 

rats 

PIPH 3/23 Dr. Bijal 
Prajapati 

Formulation and evaluation of Invasomal patch 
for the treatment of angina pectoris 

09 
Wistar/SD 

rats 

PIPH 4/23 Dhrishti 
Panjwani 

Development and characterization of surface 
functionalized carfilzomib protein nanoparticles 
for the treatment of ovarian cancer 

36 mice 

PIPH 5/23 

Manisha Jadav 

Development and Evaluation of 
Nanobiocomposite Topical Formulation 
 

06 
Wistar/SD 

rats 

PIPH 6/23 

Parul Vasava Formulation And Standardization of Poly Herbal 
Formulation for the Antifertility Activity.   

36 
Wistar/SD 

rats 

PIPH 7/23 Dr. Rakesh 
Patel 

Wound healing formulation of Feracrylum as 
topical first-aid.  

18 
Wistar/SD 

rats 

PIPH 8/23 Dr. Priyanka 
Ahlawat 

Development of valsartan liposome loaded 
curcumin hydrogel for topical treatment of wound 
healing 

18 
Wistar/SD 

rats 

PIPH 9/23 

Bhakti Davda 

Comparative study to evaluate combination of 
antibiotics and synbioticswith standard for 
treatment of experimentally induced rheumatoid 
arthritis 

30 
Wistar/SD 

rats 

PIPH 
10/23 Divya Tandel 

Evaluation of Selected Medicinal Plants for 
Management of experimentally induced 
Inflammatory Bowel Disease. 

97 
Wistar/SD 

rats 



PIPH 
11/23 Nirav Rathod 

Solubility and Bioavailability enhancement for 
pharmaceutical active ingredient using  Nano 
technological approach.   

18 
Wistar/SD 

rats 

PIPH 
12/23 

Dr. Priyanka 
Ahlawat 

Formulation and Evaluation of Proniosomes  
Loaded Gel of Pentoxifylline . 
 

18 
Wistar/SD 

rats 

PIPH 
13/23 

Dr. Pankhita 
Rede 

Development of Arginine niosomes loaded in 
sheet mask for Anti-aging purpose 

18 
Wistar/SD 

rats 

PIPH 
14/23 

Dr. Pankhita 
Rede 

Formulation and characterization of Posaconazole 
loaded cubosomal gel 

09 
Wistar/SD 

rats 

PIPH 
15/23 

Dr. Rakesh 
Patel 

Formulation and development of microneedle 
patch of bromocriptine for the treatment of 
parkinson’s disease 

09 
Wistar/SD 

rats 

PIPH 
16/23 

Dr. Priyanka 
Ahlawat 

Formulation and evaluation of drug-loaded 
polymeric micelle for topical delivery in the 
treatment of Rheumatoid arthritis 

09 
Wistar/SD 

rats 

PIPH 
17/23 

Dr. Mahesh 
Parappagoudra 

A Pre-clinical and Clinical Investigation on Anti-
histaminic activity of Shati (Hedichyium 
spicatum, Ham-ex-Smith) Oral Thin Film. 

36 
Wistar/SD 

rats 
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Agenda of 34th IAEC meeting 

Venue:  Conference Room, Parul Institute of Pharmacy  as well as Google meet (Hybrid Mode) 
Date and Time: 13th May, 2023 at 03.00 pm. 
 
Agenda is as follows: 
1)  Progress of protocols previously approved 
2)           Approval of new protocols 
 
 

A. Review of protocols approved in 32nd and 33rd IAEC meeting: 

IAEC  

Meeting 

No 

Approved 

Protocol No 

Name of 

Investigator/co‐

investigator 

No.  of 

Animals 

approved 

No of 

animals used 

Present status 

of protocol 

32  PIPH 2/22  Dr. Archana 
Navale 

54  40  Completed 

  PIPH 4/22  Dr. Archana 
Navale 

20  20  Completed 

  PIPH 6/22  Dr. Madhavi Patel  48  43  Completed 

  PIPH 7/22  Dr. Archana 
Navale 

15  15  Completed 

  PIPH 10/22  Dr. Komal Patel  48  48  Completed 

  PIPH 12/22  Mr. Ajay B Shelke  30  ‐  Not yet started 

  PIPH13/22  Ms. Bhakti Davda  84  ‐  Not yet started 

  PIPH 15/22  Dr. Avani Khristi  12  6  Completed 

33  PIPH 1/23  Dr. Bijal Prajapati  06 rabbits  02  Completed 

  PIPH 2/23  Dr. Bijal Prajapati  15 rats  15  Completed 

  PIPH 3/23  Dr. Bijal Prajapati  9 rats  9  Completed 

  PIPH 5/23  Manisha Jadav  3 rats    Not yet started 

  PIPH 6/23  Parul Vasava  36 rats  ‐  Not yet started 

  PIPH 7/23  Dr. Rakesh Patel  18 rats  18  Completed 

  PIPH 8/23  Dr. Priyanka 
Ahlavat 

18 rats  18  Completed 

  PIPH 9/23  Bhakti Davda  30 rats  ‐  Not yet started 

  PIPH 10/23  Ms. DivyaTandel  60 rats  ‐  Not yet started 

  PIPH 11/23  Nirav Rathod  12 rats  12  Completed 

  PIPH 12/23  Dr. Priyanka 

Ahlavat 

12 rats  11  Completed 

  PIPH 13/23  Pankhita Rede 
 

12 rats  12  Completed 

  PIPH 14/23  Pankhita Rede 
 

9 rats  9  Completed 

  PIPH 15/23  Dr. Rakesh Patel  6 rats  6  Completed 



  PIPH 16/23  Dr. Priyanka 
Ahlavat 

6 rats  6  Completed 

  PIPH 17/23  Dr. Mahesh P  30 rats  30  Completed 

 

 

D. Protocols to be reviewed in 34th IAEC meeting: 

 

Sr. No.  Name of PI  Title  animals 
requested 

PIPH 
18/23 

Dr. Vijay Upadhye  Extraction, Characterization, and in‐vitro studies of 
phytochemicals derived from the medicinal plants 

70 

PIPH 
19/23 

Dr. Archana Navale 

(Vidhi) 

Pharmacokinetics study of Ibandronate sodium 
microneedles patch in rats. 

18 

PIPH 
20/23 

Dr. Archana Navale 

(Ajay) 

Formulation and Characterization of Mucoadhesive 
Cubosomes containing Mirtazapine for Intranasal 
delivery. 

24 

PIPH 
21/23 

Dr. Archana Navale 

(Mariya) 

To perform in‐vivo pharmacokinetic study of Nano‐ 
Lipid drug conjugates of Venlafaxine HCl in rats. 

12 

PIPH 
22/23 

Dr. Archana Navale 
(Marmik) 

Pharmacokinetics study of Sertraline HCl nano lipid 
carriers in rats. 

18 

PIPH 
23/23 

Dr. Archana Navale 
(Saif) 

In vivo Pharmacokinetics Evaluation of polymeric 
nanocarriers of Rivaroxaban. 

18 

PIPH 
24/23 

Dr. Archana Navale 

(Vishnu) 

To study the pharmacokinetic parameters of 
formulation (Mucoadhesive buccal films) with 
reference to conventional drug formulation in rats 

24 

PIPH 
25/23 

Dr. Mukesh Dhanka 

(Harshil) 

Development of polymeric hydrogel platforms for 
chronic skin wound healing.   

45 

PIPH 
26/23 

Dr. Mukesh Dhanka 

(Harshil) 

Self‐assembled hydrogel platform technologies for 
healthcare applications  
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Following members were present in 34th IAEC meeting 
Dr. Archana Navale 

Dr. Varsha Galani 
Dr. Sandip Patel 
Dr. Varun Chaudhary 
Dr. Ravindra Patel 

Dr. Uma Kabra 

Dr. Komal Patel 

Mrs. Sharddha Patel 

Minutes of the Meeting 

IAEC 

Meeting 
No 

32 

B. Review of protocols approved in 32nd and 33rd IAEC meeting: 
Approved 
Protocol No 

A. Dr. Archana Navale welcomed all the members and initiated the meeting. The meeting was conducted in hybrid mode. Dr. Varsha Galani, Dr. Ravindra Patel, Mrs. Shraddha Patel and Dr. Varun Chaudhary joined the meeting in online mode. Rest of the members were present at Parul Institute of Pharmacy. The minutes of the last meeting was reviewed and approved by the committee. 

PIPH 2/22 

PIPH 4/22 

PIPH 6/22 

Chairman, IAEC 

PIPH 7/22 

CCSEA Main Nominee 

PIPH 10/22 

Non-Scientific Socially Aware Nominee 
Veterinarian 
Scientist from outside of the Institute 
Scientist from different biological origin 
Scientist from different biological origin 
Member Secretary 

Name of Investigator/co 
investigator 

Dr. Archana Navale 

Dr. Archana Navale 

Dr. Madhavi Patel 

Dr. Archana Navale 

Dr. Komal Patel 

PIPH 12/22 Mr. Ajay B Shelke 

No. of Animals No of animals 
approved 

54 rats 

20 rats 

48 rats 

15 rats 

48 rats 

30 rats 

Parul Institute of Pharmacy 
Faculty of Pharmacy 

used 

40 

20 

43 

Parul® 
University 

15 

48 

Date: 13/05/2023 

P.O.Limda, Tal. waghodia, Dist. Vadodara - 391760, Gujarat State, India. 

Present status 
of protocol 

Completed 

Completed 

Completed 

Completed 
Completed 

Not yet started 

Tel.: 02668-0260232 / 224, Fax : 260201 | Emal: piph@paruluniversity.ac.in | Web : www.paruluniversity. ac.in 
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33 

PIPH13/22 

PIPH 15/22 

PIPH 1/23 

PIPH 2/23 

PIPH 3/23 
PIPH 5/23 
PIPH 6/23 
PIPH 7/23 
PIPH 8/23 

PIPH 9/23 

PIPH 10/23 
PIPH 11/23 
PIPH 12//23 

PIPH 13/23 
PIPH 14/23 
PIPH 15/23 
PIPH 16/23 
PIPH 17/23 

Ms. Bhakti Davda 

Dr. Avani Khristi 

Dr. Bijal Prajapati 

Dr. Bijal Prajapati 
Dr. Bijal Prajapati 
Manisha Jadav 

Parul Vasava 

Dr. Rakesh Patel 

Dr. Priyanka Ahlavat 
Bhakti Davda 

Ms. Divya Tandel 

Nirav Rathod 

Dr. Priyanka Ahlavat 
Pankhita Rede 

Pankhita Rede 

Dr. Rakesh Patel 

Dr. Priyanka Ahlavat 

Dr. Mahesh P 

84 rats 

12 rats 

06 rabbits 

15 rats 

9 rats 

3 rats 

36 rats 

18 rats 

18 rats 

30 rats 

60 rats 

12 rats 

12 rats 

12 rats 

9 rats 

6 rats 

6 rats 

30 rats 

6 

02 

Parul Institute of Pharmacy 
Faculty of Pharmacy 

15 

18 

18 

12 

11 

12 

9 

6 

6 

30 

Parul 
University 

Not yet started 

Completed 

P.O.Limda, Tal. waghodia, Dist. Vadodara - 391760, Gujarat State, Indla. 

Completed 

Completed 
Completed 

Not yet started 

Not yet started 

Completed 

Completed 

Not yet started 

Not yet started 
Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

C. The review of protocols approved in 33rd IAEC meeting was satisfactory. The animals were used taking in 

consideration the principle of 3R, whereby 123 animals were reused to minimize the number of animals. Upon 

inspection Form Cand D were found filled in a satisfactory manner. 

Completed 

D. The following protocols were discussed at length in 34th lAEC meeting. After due deliberation they were 

improved in terms of number and ethical treatment towards animals and were approved for experimentation. 
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CPCSEA Reg No. 921/PO/ReBi/S/05/CPCSEA 
Sr. No. 

PIPH 18/23 

PIPH 19/23 

PIPH 20/23 

PIPH 21/23 

PIPH 22/23 

PIPH 23/23 

PIPH 24/23 

TY 

PIPH 25/23 

PIPH 26/23 

Name of PI 

Dr. Vijay Upadhye 

Dr. Archana Navale 

(Vidhi) 

Dr. Archana Navale 

(Ajay) 

Dr. Archana Navale 

(Mariya) 

Dr. Archana Navale 

(Marmik) 

Dr. Archana Navale 

(Saif) 

Dr. Archana Navale 

(Vishnu) 

Dr. Mukesh Dhanka 

(Harshil) 

Dr. Mukesh Dhanka 

(Harshil) 

Title 

Extraction, Characterization, and in-vitro studies of 
phytochemicals derived from the medicinal plants: In vivo 
evaluation of selected compound and extracts antidiabetic 
activity. 

Pharmacokinetics study of lbandronate sodium 
microneedles patch in rats. 

Formulation and Characterization of Mucoadhesive 
Cubosomes containing Mirtazapine for Intranasal delivery. 

To perform in-vivo pharmacokinetic study of Nano 
Lipid drug conjugates of Venlafaxine HCl in rats. 

rats. 
Pharmacokinetics study of Sertraline HCI nano lipid carriers in 

Parul 
University 

In vivo Pharmacokinetics Evaluation of polymeric 
nanocarriers of Rivaroxaban. 

To study the pharmacokinetic parameters of formulation 
(Mucoadhesive buccal films) with reference to conventional 
drug formulation in rats 

Development of polymeric hydrogel platforms for chronic 
skin wound healing. 

Self-assembled hydrogel platform technologies for 
healthcare applications 

Parul Institute of Pharmacy 
Faculty of Pharmacy 

animals 

requested 

P.O.Limda, Tal. waghodia, Dist. Vadodara -391760, Gujarat State, India. 

70 rats 

18 rats 

24 rats 

12 rats 

18 rats 

18 rats 

24 rats 

30 rats 

F. The meeting ended with vote of thanks. Following are the screenshots taken during meeting. 

40 rats 

Animals 

approved 

70 rats 

18 rats 

Tel.: 02668-02602321 224, Fax:260201 | Emal : piph@parulunlversity.ac.in | Web: www.paruluniversity.ac.in 

24 rats 

12 rats 

18 rats 

18 rats 

E. For the future need of Institute, Institute has informed committee members for the inclusion of registration of 
animal house for the purpose of research for commercial and institute is likely to apply for the same. 

24 rats 

30 rats 

40 rats 
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FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 02-May-2021

File No. EC/21/000055

Government of India
Directorate General of Health Services

Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

Subject: Ethics Committee Re-Registration No. ECR/702/Inst/GJ/2015/RR-21 issued under New Drugs and
Clinical Trials Rules, 2019.

Sir/Madam,

    Please refer to your application no. EC/RENEW/INST/2021/11006 dated 13-Feb-2021 submitted to this
Directorate for the Re-Registration of Ethics Committee.

    Please find enclosed registration of the Ethics Committee in Form CT-02 vide Registration No.
ECR/702/Inst/GJ/2015/RR-21. The said registration is subject to the conditions as mentioned below:-

To

The Chairman
PU-IECHR
Parul Institute Of Medical Sciences And Research
Parul University , Limda, Vadodara PIMSR, Parul
University,Vadodara, Gujarat Waghodia Vadodara
Gujarat - 391760 India

Yours faithfully

(Dr. V.G.  Somani)
Drugs Controller General (I) &

Central Licensing Authority

1. The registration is valid from 02-May-2021 to 01-May-2026, unless suspended or cancelled by the Central
Licencing Authority.

2. This certificate is issued to you on the basis of declaration/submission made by you.

3. Composition of the said Ethics Committee is as per the Annexure.

4. No clinical trial or bioavailability or bioequivalence protocol and related documents shall be reviewed by an
Ethics Committee in meeting unless at least five of its members as detailed below are present in the meeting,
namely:-
    (i) medical scientist (preferably a pharmacologist);
    (ii) clinician;
    (iii) legal expert;
    (iv) social scientist or representative of non-governmental voluntary agency or philosopher or ethicist or
theologian or a similar person;
    (v) lay person.

Conditions of Registration
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5. The Ethics Committee shall have a minimum of seven and maximum of fifteen members from medical, non-
medical, scientific and non-scientific areas with at least,
    (i) one lay person;
    (ii) one woman member;
    (iii) one legal expert;
    (iv) one independent member from any other related field such as social scientist or representative of non-
governmental voluntary agency or philosopher or ethicist or theologian.

6. One member of the Ethics Committee who is not affiliated with the institute or organization shall be the
Chairperson, and shall be appointed by such institute or organization and one member who is affiliated with the
institute or organization shall be appointed as Member Secretary of the Ethics Committee by such Institute or
organization.

7. The Ethics Committee shall consist of at least fifty percent of its members who are not affiliated with the
institute or organization in which such committee is constituted.

8. The committee shall include at least one member whose primary area of interest or specialisation is non-
scientific and at least one member who is independent of the institution.

9. The Ethics committee can have as its members, individuals from other Institutions or Communities, if
required.

10. Members should be conversant with the provisions of New Drug and Clinical Trials Rules, 2019, Good
Clinical Practice Guidelines for clinical trials in India and other regulatory requirements to safeguard the rights,
safety and well-being of the trial subjects.

11. The members representing medical scientists and clinicians shall possess at least post graduate
qualification in their respective area of specialization, adequate experience in the respective fields and requisite
knowledge and clarity about their role and responsibility as committee members.

12. As far as possible, based on the requirement of research area such as HIV, Genetic disorder, etc., specific
patient group may also be represented in the Ethics Committee.

13. The Ethics Committee may associate such experts who are not its members, in its deliberations but such
experts shall not have voting rights, if any

14. No member of an Ethics Committee, having a conflict of interest, shall be involved in the oversight of the
Clinical trial or bioavailability or bioequivalence study protocol being reviewed by it and all members shall sign a
declaration to the effect that there is no conflict of interest.

15. While considering an application which involves a conflict of interest of any member of the Ethics
Committee, such member may voluntarily withdraw from the Ethics Committee review meeting, by expressing
the same in writing, to the Chairperson. The details in respect of the conflict of interest of the member shall be
duly recorded in the minutes of the meetings of the Ethics Committee.

16. Any change in the membership or the constitution of the registered Ethics Committee shall be intimated
inwriting to the Central Licencing Authority within thirty working days.

17. The Ethics Committee shall review and accord approval to a Clinical trial, Bioavailability and Bioequivalence
study protocol and other related documents, as the case may be, in the format specified in clause (B) of Table 1
of the Third Schedule of New Drugs and Clinical Trials Rules, 2019 and oversee the conduct of clinical trial to
safeguard the rights, safety and wellbeing of trial subjects in accordance with these rules, Good Clinical
Practices Guidelines and other applicable regulations.

18. Where a clinical trial site does not have its own Ethics Committee, clinical trial at that site may be initiated
after obtaining approval of the protocol from the Ethics Committee of another trial site; or an independent Ethics
Committee for clinical trial constituted in accordance with the provisions of rule 7: provided that the approving
Ethics Committee for clinical trial shall in such case be responsible for the study at the trial site or the centre, as
the case may be: provided further that the approving Ethics Committee and the clinical trial site or the
bioavailability and bioequivalence centre, as the case may be, shall be located within the same city or within a
radius of 50 kms of the clinical trial site.

19. Where a Bioavai labi l i ty or Bioequivalence study centre does not have i ts own Ethics
Committee,bioavailability or bioequivalence study at that site may be initiated after obtaining approval of the
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from the Ethics Committee registered under rule 8:Provided that the approving Ethics Committee shall in such
case be responsible for the study at the centre:Provided further that both the approving Ethics Committee and
the centre, shall be located within the same city or within a radius of 50 kms of the bioavailability or
bioequivalence study centre.

20. Ethics committee shall indicate the reasons that weighed with it while rejecting or asking for a change or
notification in the protocol in writing and a copy of such reasons shall also be made available to the Central
Licencing Authority.

21. Ethics committee shall make, at appropriate intervals, an on-going review of the trials for which they have
reviewed the protocol. Such a review may be based on the periodic study progress reports furnished by the
investigators or monitoring and internal audit reports furnished by the sponsor or by visiting the study sites.

22. Where any serious adverse event occurs to a trial subject or to study subject during clinical trial or
bioavailability or bioequivalence study, the Ethics Committee shall analyse the relevant documents pertaining to
such event and forward its report to the Central Licencing Authority and comply with the provisions of Chapter
VI, New Drugs and Clinical Trials Rules, 2019.

23. The Ethics committee shall undertake proper causality assessment of SAE’s with the help of subject experts
wherever required, for deciding relatedness and quantum of compensation, as per condition no (22) mentioned
above.

24. Where at any stage of a clinical trial, it comes to a conclusion that the trial is likely to compromise the right,
safety or wellbeing of the trial subject, the Ethics committee may order discontinuation or suspension of the
clinical trial and the same shall be intimated to the head of the institution conducting clinical trial and the Central
Licencing Authority.

25. Ethics committee shall comply with the requirements or conditions in addition to the requirements specified
under the Drugs & Cosmetics Act, 1940 and New Drugs and Clinical Trials Rues, 2019, as may be specified by
the Central Licencing Authority with the approval of the Central Government, to safeguard the rights of clinical
trial subject or bioavailability or bioequivalence study subject.

26. Ethics Committee shall review and approve the suitability of the investigator and trial site for the proposed
trial.

27. The Ethics Committee shall maintain data, record, registers and other documents related to the functioning
and review of clinical trial or bioavailability study or bioequivalence study, as the case may be, for a period of
five years after completion of such clinical trial.

28. Funding mechanism for the Ethics Committee to support their operations should be designed and approved
to ensure that the committee and their members have no financial incentive to approve or reject particular
study.

29. SOP’s for funding of the Ethics committee in order to support their operations must be maintained. The
records of income & expenditure of Ethics Committee shall be maintained for review and inspection.

30. The Chairman of Ethics Committee shall enter into MOU with head of institution, that necessary support and
facilities and independence will be provided to Ethics Committee and their records will be maintained.

31. The Ethics Committee shall allow any officer authorized by the Central Licencing Authority to enter, with or
without prior notice, to inspect the premises, any record, or any documents related to clinical trial, furnish
information to any query raised by such authorized person, in relation to the conduct of clinical trial and to verify
compliance with the requirements of these rules, Good Clinical Practices Guidelines and other applicable
regulations for safeguarding the rights, safety and well-being of trial subjects.

32. Where Central Licencing Authority is of the opinion that Ethics Committee fails to comply with any provision
of the Drugs and Cosmetics Act, 1940and New Drugs & Clinical Trials Rules, 2019, it may issue show cause
notice to such Ethics Committee specifying therein such non-compliances and the period within which reply
shall be furnished by such Ethics Committee. After consideration of the facts and reply given by the Ethics
Committee, the Central Licencing Authority may take one or more actions specified under provision of Rule 14,
Chapter III of New Drugs and Clinical Trials Rules, 2019.
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FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 02-May-2021

File No. EC/21/000055

Government of India
Directorate General of Health Services

Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

Sr.
No.

Name of Member Qualification Role/Designation in Ethics Committee

1 Ms. Dipti P Joshi BA-Sociology  (MA -
Sociology)

Social Scientist

2 Mr. Sanjay H Jo LLB  (Master of Laws (LL.M.)) Legal Expert

3 Dr. Sanjay K Date MBBS  (MD-Pharmacology) Medical Scientist

4 Dr. Kishor  D Chavda MBBS  (MS - General Surgery Clinician

5 Mr. Deepak M Mali B. COM  (M.Com) Lay Person

6 Mr. Parth  D Panchal B. COM  (M.Com) Lay Person

7 Dr. Nirav N Patel MBBS  (MD Pharmacology) Member Secretary

8 Dr. Haresh A Desai MBBS  (Msc Pharmacology) Scientific Member

9 Mr. Akil  A Saiyed LLB  (LLM Phd) Legal Expert

10 Dr. Sandip H Shah MBBS  (MD Psychiatry) Chair Person

Composition of the Ethics Committee:-

(Dr. V.G.  Somani)
Drugs Controller General (I) &

Central Licensing Authority
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